Cystic Fibrosis Adutt Onset
Diabetes

Genetic Component Bl

Environmental Component

COOL THINGS ABOUT THE GENOME
Humans have fewer genes than expected

Human genes make more proteins than these of
other critters

Humans have adopted 200 genes from bacteria
Male mutation rate is twice that of females

“Junk” DNA Contains the Remnants and
Raw Materials for Evolution

Development of Genetic Medicine

The
Human
Genome
Project

The Old Way

The New Way




Shifting Emphasis in Research

Research Protocol Clear at the Quiset
(Marrow Specific Consent)

\

Research Uses Broad or Unanticipated
(“Blanket” Consent or Recontact to Reconsent)

Shifting Emphasis in Research

Fublicly Funded Research & Research Resources

Privately Funded Research & Ressarch Resources

Research Participant

Shifting Emphasis in Research

Physical Risks

¥

Psychosocial Risks

ISSUES TO CONSIDER

Family Membera and Informead Consent
Community Consultation

Stored lissue research

Blankit Consent

Disckisure of Research Resuls




ISSUES TO CONSIDER
Family Members and Informed Consent

|Famdy Members and Informed Consart,

“Human Subject” means a lving individual about whom an
Commanity Consultation investigator conducting research obiains

Stored lissue research (1) data through Intervantion or interaction with the individual,

Blanket Consent o

Disclosure of Research Results (2) identifiable private information.

Waiver Family Members and Informed Consent
Considerations
1) research is no mons than minimal risk
Any evidence of harms in the past?
2) walvear does not adversaly affect rights and walfare

Invaolving family members directly in research may in some ingtances

3) reszarch not practicable without walver
create harms for proband.

4) whenaver appropriata, subjects provided with information
alfer participation

be revealed

Genotype of
by research studies.

How far in the pedigree do you go?

ISSUES TO CONSIDER Community Consultation

Family Mambers and Informed Consent Research Invalving identifiable populations
|Community Consuliation)
-Fligk of stigma may extend beyand indvidual
Stored tissua research
-Shauld the commurity be invehned in ressarch design and
Blanket Consent implementation?

Disclosure of Research Resulls




ISSUES TO CONSIDER

Family Members and Informed Consent

Community Consubaticn

Blankst Consant

Disclosurs of Rasearch Results

ISSUES TO CONSIDER

Family Members and Informed Consent
Commurity Consultation

Stored tissue research

Disclsure of Reseanch Results

Alternatives for Consent
For Large Genetic Epidemiclogical Studies

Anonymization of specimens
Marrgw individual consent with recontact for future uses.

Blanket congent for o8 uses

Many groups have made

recommendations.

Researchers and IRBs still

confused

The New Way

ISSUES TO CONSIDER

Family Members and Informed Consent
Commumity Consulation

Stored lssue research

Blanket Consent

|Disciosure of Research Results |




“The disclosure of research results to

circumstance”

NBAC, 1999

Disclosure if:
1) Finding Is sclentifically valid and confirmed
2) Results obtainad in CLIA approved lab

3} Finding has significant implications for
subject’s heakh

4) Coures of action to amekiorate or treat readily
available

5) Anility to prowkde care and counsaling

Medical Records Privacy Regulations
(eurmently undergoing review)
An individual has a right of access to inspect
protected health information about the
individual except:
* when access would viclate CLIA

= research that includes trealment is in
progress

IRB Guidebook is dusty

and out of date for genetics

research




